Objectives  To map current practice and beliefs about the appropriate implementation (or otherwise) of HEAPs, with a view to determining content and drawing up good practice guidelines in future work.  To provide a forum in which health economists and other interested parties engaged in economic evaluations could open a dialogue on the need for HEAPs and methods of standardisation.
Current status
The use of statistical analysis plans (SAPs), drawn up in advance of unblinded analysis, is an accepted means of reducing bias in RCTs by minimising selective analysis. However, while health economics analysis plans (HEAPs) to guide trialists in conducting economic evaluations alongside RCTs are becoming more widespread, they lag behind SAPs in terms of acceptance and standardisation, and there is a fundamental question over the value they add to trials.
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Workshop
On 10 October 2015, a workshop was held in Bristol, United Kingdom, to discuss issues associated with HEAPs. 50 participants, who were mainly academic health economists, heard presentations from speakers before breaking into smaller groups for discussion sessions.
Presented sessions included accounts of practical experiences of using HEAPs in RCTs, alongside perspectives from SAP guidelines, NICE and wider economics. In the discussion sessions, participants debated topics including the appropriate content of HEAPs. Other discussions covered issues such as A statistical analysis plan (SAP) is a… "…document that contains a more technical and detailed elaboration of the principal features of the analysis described in the protocol, and includes detailed procedures for executing the statistical analysis of the primary and secondary variables and other data"
ICH Topic E Feedback from the workshop suggested that health economists consider that constructing a HEAP would have some merits in trial-based economic evaluations. However, there was agreement that HEAPs should not necessarily be followed slavishly. The majority of health economists present were in favour of a combined SAP and HEAP, rather than a standalone HEAP.
HEAPs differ from SAPs in a number of ways that mean guidance for writing a SAP does not necessarily apply to a HEAP. Fundamentally, economic evaluation is carried out in a different evaluative framework with the needs of decision makers considered central. This often leads to a the need for extrapolation beyond the follow-up of the trial (drawing on external evidence). An economic evaluation may use a different primary outcome, and blinding may be difficult to achieve when intervention costs must be applied to one arm only. New methodologies relevant to health economic analyses only are rapidly being developed.
HEAPs are currently characterised by inconsistency but there is an appetite for additional guidance. As it seems likely that the use of HEAPs will continue to increase in the future (and, potentially, be required by funding bodies or regulators), clarity on the appropriate usage and content would be advantageous. We plan to conduct a Delphi survey of practising health economists to determine suitable content for a HEAP.
Pre-specified analysis plans have been used in other areas of economics. 1 However, guidance on preparing HEAPs for RCTs 2 , and their appropriate content, is currently extremely sparse. HEAPs are commonly unpublished, but may be published as standalone appendices 3 or as part of a SAP 4 . To date, HEAPs include variable content, and may or may not be scrutinised by trial steering committees.
• Until what point should a HEAP be a 'live' document? • How should post hoc analyses be handled?
• What subheadings should a HEAP include?
• When might a HEAP be unnecessary?
• Who should approve a HEAP?
• When should a HEAP be approved?
• Would a combined SAP/HEAP be preferable?
• Are deviations from the plan acceptable?
• Should the plan be followed if the intervention is not effective? • Should HEAPs be published/peer-reviewed?
Workshop participants raised a number of potential advantages and disadvantages of preparing a HEAP.
